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DETAILED ACTION 

Claims 14-33 are pending in the instant application. 

Amendments 

The amendment filed on January 29, 2009 has been acknowledged and has 
been entered into the application file. 

Information Disclosure Statement 

The Information Disclosure Statement filed on January 29, 2009 has been 
considered by the Examiner. 

Previous Claim Rejections - 35 USC § 102 

Claims 1-4 and 6-12 were previously rejected under 35 U.S.C. 102(b) as being 
anticipated by Schinstine et al. (USPN 5,776,747). 

The claims have been cancelled in favor of new claims 14-33, therefore the 
rejection is rendered moot, and the rejection is withdrawn for claims 1-4 and 6-12. 

For the new claims, the Applicant has traversed the rejection on the grounds that 
Schinstine et al. are not concerned with investigation and analysis, but are more 
concerned with providing a surface that is most conducive to the growth of a particular 
cell line to use as part of a bioartificial organ. Also, the Applicant traverses on the 
grounds that the substrate of Schinstine et al. does not have multiple microdomains in 
the form of a distinct pattern of discrete regions that vary in surface composition and/or 
physical properties. 

The Applicant is incorrect that Schinstine et al. are not concerned with 
investigation and anaylsis. Schinstine et al. show the analysis of their bioartificial organ 
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by conducting an immunofluorescence test in Example 1, columns 22-23. Additionally, 
the polymer substrate of Schinstine et al. has various pore sizes to allow compounds of 
different molecular weights into the bioartificial organ. See column 20, lines 18-44. 
Therefore, the bioartificial organ of Schinstine et al. would have different microdomains, 
which can be in a distinct pattern depending on the extrusion of the polymer. Therefore, 
Schinstine et al. will anticipate some of the new claims. 

Previous Claim Rejections - 35 USC § 103 

Claims 1-13 were previously rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schinstine et al. (USPN 5,776,747). 

The claims have been cancelled in favor of new claims 14-33, therefore the 
rejection is rendered moot, and the rejection is withdrawn for claims 1-13. 

For the new claims, the Applicant has traversed the rejection on the same 
grounds as the anticipation rejection. The Examiner disagrees for the same reasons as 
stated above for the anticipation rejection. The rejection will be applied to new claims 
14-33. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 14-18, 20-27, and 29-33 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Schinstine et al. (USPN 5,776,747). 
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The claims are drawn to a method for identifying substrates which will affect stem 
cell adhesion, survival, proliferation, or differentiation comprising contacting stem or 
undifferentiated cells with a combinatorial library comprising discrete regions varying in 
surface composition, microstructure, and molecules bound thereto. Dependent claims 
define the discrete regions, substrate, and differentiation. Also claimed are the 
combinatorial substrate libraries used in the method described above. 

Schinstine et al. teach a method for making a bioartificial organ by attaching 
undifferentiated cells to a polymer, encapsulating the cells in the bioartificial organ, and 
causing growth and differentiation of the cells by adding ECM molecules to the 
bioartificial organ. Schinstine et al. also teach that endothelial cells can be realized by 
adding TGFB-1 to the undifferentiated cells. See Table 1 in column 16, and column 19, 
line 66 through column 21 , line 44. Finally, Schinstine et al. teach the analysis of the 
differentiated cells by using immunofluorescence. See Example 1, columns 22-23. 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 14-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schinstine et al. (USPN 5,776,747). 

The claims are drawn to a method for identifying substrates which will affect stem 
cell adhesion, survival, proliferation, or differentiation comprising contacting stem or 
undifferentiated cells with a combinatorial library comprising discrete regions varying in 
surface composition, microstructure, and molecules bound thereto. Dependent claims 
define the discrete regions, substrate, which is a biodegradable polymer, and 
differentiation. Also claimed are the combinatorial substrate libraries used in the 
method described above. 

Schinstine et al. teach a method for making a bioartificial organ by attaching 
undifferentiated cells to a polymer, encapsulating the cells in the bioartificial organ, and 
causing growth and differentiation of the cells by adding ECM molecules to the 
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bioartificial organ. Schinstine et al. also teach that endothelial cells can be realized by 
adding TGFB-1 to the undifferentiated cells. See Table 1 in column 16, and column 19, 
line 66 through column 21, line 44. Finally, Schinstine et al. teach the analysis of the 
differentiated cells by using immunofluorescence. See Example 1, columns 22-23. 

Schinstine et al. do not teach that the polymer substrate can be biodegradable. 

To those of ordinary skill in the art, it would be obvious to use either a polymer 
that is biodegradable or a polymer that is not biodegradable. One advantage of a 
biodegradable polymer that is readily apparent to one of ordinary skill in the art is the 
ability to harvest either differentiated cells or as the skill in the art increases, whole 
organs, for transplantation into a subject in need with a reasonable expectation of 
success for harvesting the cells or organ. 

Conclusion 

Claims 14-33 are rejected. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph R. Kosack whose telephone number is 
(571)272-5575. The examiner can normally be reached on M-Th 6:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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